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Food supplements and fortified foods: 
Further reading 


Food supplements 


Introduction 


Legislation on food supplements is harmonised in the EU under Directive 2002/46/EC of 
the European Parliament and of the Council of 10 June 2002 on the approximation of 
the laws of the Member States relating to food supplements. This Directive has been 
implemented in England by The Food Supplements (England) Regulations 2003 (SI 2003 
No. 1387), in Wales by The Food Supplements (Wales) Regulations 2003 (WSI 2003 No. 
1719 (W.186)), in Scotland by The Food Supplements (Scotland) Regulations 2003 (SSI 
2003 No. 278) and in Northern Ireland by The Food Supplements Regulations (Northern 
Ireland) 2003 (NISR 2003, No. 273). Each set of Regulations has been amended twice: 
in 2007 and 2009. See the links below to these amendments: 





2007: England, Wales, Scotland, Northern Ireland 
2009: England, Wales, Scotland, Northern Ireland 


The Department of Health has published a series of guidance documents on the food 
supplements legislation: 


Food supplements: Summary information on legislation relating to the sale of food 
supplements 


Food supplements: Label advisory statements and suggested reformulations 
Food supplements: Summary information on the labelling of food supplements 


Food supplements: Guidance notes on legislation implementing Directive 2002/46/EC 
on food supplements 











Food supplements: List of Vitamins and Minerals which may be used in the manufacture 
of food supplements in the EU 








The responsibility for legislation on food supplements in England transferred from the 
Food Standards Agency to the Department of Health on 1 October 2010. These 
guidance and summary documents were updated in 2011 to reflect this change and 
update references. The responsibility for the policy area of food supplements legislation 
in Wales has moved to the Welsh Assembly. The Food Standards Agency Devolved 
Administrations of Scotland and Northern Ireland are responsible for national legislation 
in their own administrations. In June 2012, the Scottish Government announced that it 
was to create a new Scottish body for food safety, food standards, nutrition, food 
labelling and meat inspection. 
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General rules 


The labelling of supplements is subject to the general rules on clarity — under the Food 
Information to Consumers Regulation (‘FIC’: 1169/2011) it must be given in a 
conspicuous place in such a way as to be easily visible, clearly legible and, where 
appropriate, indelible. It shall not in any way be hidden, obscured, detracted from or 
interrupted by any other written or pictorial matter or any other intervening material. 
However, only the mandatory particulars of Article 9 of the FIC, e.g. list of ingredients, 
date mark, business name and address, need to be given in at least the minimum font 
size detailed in Article 13(2) and (3) of the FIC. While labelling requirements arising 
from supplement-specific legislation must comply with the general clarity rules, there is 
no specific obligation for at least the minimum font size to be achieved. 





Food supplements may only be sold to the consumer in pre-packed form in which case 
the required labelling should be on the packaging, on a label attached to the packaging 
or on a label clearly visible through the packaging. However, they may be sold pre- 
packed in bulk to retailers or caterers (i.e. as business to business sales) rather than to 
the final consumer. In such circumstances labelling required under the supplements 
legislation and under the FIC may be provided via commercial documents as long as the 
name of the supplement, its durability date, storage and usage conditions, and business 
name and address details are also given on the external packaging in which the pre- 
packed supplement products are presented. 


Non-prepacked food supplements for supply to a caterer must be labelled via an 
attached label, a ticket or notice or via commercial documents. 


The labelling, presentation or advertising of food supplements must not indicate, in 
express or implied terms, that a balanced and varied diet cannot provide appropriate 
quantities of nutrients in general. 


Naming of supplements 


Food supplements in their final form, ready for delivery to ultimate consumers or 
caterers, must be marked with the ‘name prescribed by law’ food supplement. As well 
as any labelling requirements for food supplements in the legislation referred to above, 
the labelling of food supplements is also subject to the general labelling requirements 
of the Food Labelling Regulations 1996 until 13 December 2014, and then the EU Food 
Information to Consumers Regulation, 1169/2011. Pursuant to these general labelling 
requirements, the Department of Health encourages businesses to qualify the name 
food supplement by further words to make it more precise, e.g. ‘food supplement — 
containing vitamins and minerals’. 


Food supplements must also be labelled with the name of the category of any vitamin 
or mineral or other substance with a nutritional or physiological effect which 
characterises the product or an indication of the nature of that vitamin or mineral or 
other substance. The Department of Health takes the view that terms such as ‘vitamin’, 
‘mineral’, ‘amino acid’ or ‘fatty acid’ would satisfy the first of the two options above. 


Food —— ati 
Standards Food labelling 
Agency e-learning course 
food.gov.uk 





Quantifying the nutrients 


Food supplements are exempt from the nutrition labelling requirements of Directive 
90/496/EEC and will be exempt from the new requirements from 13 December 2014 in 
the Food Information to Consumers Regulation, which supersedes the Directive from 
that date. However, food supplements have separate nutrition labelling type 
requirements applying to them via the supplements legislation. These are that the 
amount of any vitamin or mineral or other substance with a nutritional or physiological 
effect which is present in the food supplement must be indicated on its label. The 
amount to be indicated is the total amount of the nutrient in question in the product 
from all the components which contain it. 


The Annexes to the Directive list the vitamins and minerals which can be used in the 
manufacture of food supplements and the specific forms in which they can be used. 
The units specified in Annex | must be used. For vitamin A, vitamin E and niacin, the 
units include ‘RE’, ‘TE’ and ‘NE’ respectively, and these terms must be included when 
the units are given, e.g. ‘vitamin A 800ug RE’. The Directive also uses the style ‘vitamin 
B1’, ‘vitamin B6’, rather than ‘vitamin By’, ‘vitamin Be’, and the Department of Health 
guidance states that enforcement authorities are advising businesses to adopt this 
format. 


No vitamins or minerals other than those listed in Annex | of the Directive may be used 
in food supplements. Nutrients used which are not vitamins or minerals should be 
quantified in appropriate units. 


Where the recommended daily consumption is given as a range of portions (for 
example, 2-4 tablets), the amount of the nutrient recommended for daily consumption 
may be given per 2 tablets only, as long as it is clear that this is the basis. 


Amounts indicated must be average amounts based on the manufacturer's analysis of 
the product. Tolerances for enforcement purposes around the amounts declared are 
laid down in Commission guidance which also covers acceptable tolerances around 
values declared in nutrition labelling for foods in general: 


Guidance Document for Competent Authorities for the Control of Compliance with EU 
Legislation on: 


Regulation (EU) No 1169/2011 of the European Parliament and of the Council of 25 
October 2011 on the provision of food information to consumers, amending 
Regulations (EC) No 1924/2006 and (EC) No 1925/2006 of the European Parliament 
and of the Council, and repealing Commission Directive 87/250/EEC, Council Directive 
90/496/EEC, Commission Directive 1999/10/EC, Directive 2000/13/EC of the European 
Parliament and of the Council, Commission Directives 2002/67/EC and 2008/5/EC and 
Commission Regulation (EC) No 608/2004 


and 
Council Directive 90/496/EEC of 24 September 1990 on nutrition labelling of foodstuffs 
and 


Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 
on the approximation of the laws of the Member States relating to food supplements. 
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With regard to tolerances for the values declared for the nutrients in food supplements, 
this document states: 


Tolerance for vitamins and minerals in food supplements are set including all factors for 
variation: tolerance values listed include the uncertainty of measurement associated 
with a measured value. Therefore, no further allowance for measurement uncertainty 
has to be made when deciding whether a measured value is compliant with the 
declared value. 


Tolerances for food supplements including measurement uncertainty 





Tolerances for supplements 

(includes uncertainty of measurement) 
Vitamins +50%** -20% 

Minerals +45% -20% 


** for vitamin C in liquids, higher upper tolerance values could be accepted 




















As well as being expressed in absolute amounts, the amount of any vitamin or mineral 
should be expressed as a percentage of the relevant daily reference intake as given in 
Annex XIII of the Food Information to Consumers Regulation (‘FIC’: 1169/2011). The 
regulations state that the percentages may also be given in graphical form, but as no 
graphical forms have yet been agreed by the Commission for use in nutrition labelling, 
the Department of Health currently considers that graphical representations are 
considered inappropriate. 


Ingredient listing 


The names used for vitamins in ingredients lists of food supplements should be those 
given in Annex XIII of the FIC, for example, it is acceptable to list ‘vitamin B12’ without 
stating that the form used was cyanocobalamin. 


Advisory statements and reformulations 


A list of advisory statements for particular types of food supplements were voluntarily 
agreed between government officials and the food supplements industry in 2004 (for 
example, for supplements with calcium above 1500mg: ‘[this amount of calcium] may 
cause mild stomach upset in sensitive individuals’). In addition, some reformulations 
were suggested, to reduce the levels of certain nutrients (for example, businesses 
producing supplements with beta-carotene above 7mg daily amount are encouraged to 
reformulate to reduce the daily recommended amount to below 7mg/day). These 
advisory statements and suggested reformulations are detailed in the Department of 
Health guidance Food supplements: Label advisory statements and suggested 
reformulations. 
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Fortified foods 


Introduction 

Legislation on voluntary food fortification is harmonised in the EU by Regulation (EC) No 
1925/2006 on the addition of vitamins and minerals and of certain other substances to 

foods. Comprehensive guidance on the controls has been published by the Department 
of Health. 


Other substances 

As well as vitamins and minerals, the EU Fortification Regulation potentially controls the 
addition to food, including supplements, of ‘other substances’ having a nutritional or 
physiological effect. 


The relevant controls have not yet been used, but will come into play where such 
substances are added to foods or used in the manufacture of foods under conditions 
that would result in the ingestion of amounts of the substances greatly exceeding those 
reasonably expected to be ingested under normal conditions of consumption of a 
balanced and varied diet and/or would otherwise represent a potential risk to 
consumers. 


The Regulation will therefore only control other substances that present a potential risk to 
consumers’ health. Where this is identified to be the case, the European Food Safety 
Authority (EFSA) will carry out an assessment of available information. Based on this 
assessment the European Commission will either deem the substance to be safe and 
suitable for continued use without control, or impose one of three levels of control by 
placing the substance in the relevant part of Annex Ill of the Regulation as follows: 


i. The substance or ingredient containing the substance is deemed to have a harmful 
effect on health and its addition to food or its use in the manufacture of foods is 
prohibited; substance placed in Part A of Annex Ill; 


ii. The substance or ingredient containing the substance is deemed to have a harmful 
effect on health and its addition to food or its use in the manufacture of foods will 
only be allowed under the conditions specified; substance placed in Part B of 
Annex Ill along with conditions of use; 


iii. The substance or ingredient containing the substance could have a harmful effect 
on health, but there is some uncertainty; substance in Part C of Annex Ill along 
with conditions on their use. 


Listing in Part C of Annex III will be temporary while further scientific data is gathered. 


Having been added to Part C, there will be a four-year time limit during which EFSA will 
issue an opinion on the substance and the Commission will reach a decision on its 
future use in food. During this period food business operators or any other interested 
parties can submit scientific data to EFSA demonstrating the safety of the substance. 
The resulting EFSA opinion will be taken into account when the Commission decides 
whether the substance can continue to be allowed to be used in food or restricted by 
adding it to Part B of Annex IIl or prohibited by adding it to Part A. It is understood that 
there will be no restrictions on use during this scrutiny period. 
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Mandatory fortification 


In the UK, wheat flour other than wholemeal is required under the Bread and Flour 

Regulations 1998, as amended, to be fortified with calcium carbonate, and the levels of 
iron, thiamin (vitamin B1) and nicotinic acid/nicotinamide (vitamin B3) restored to those 
in wholemeal flour. The details are given in Regulation 4(1)-(3) and Schedules 1-2 of the 


Regulations. 


Also in the UK, margarine sold as such by retail is required to be fortified with vitamins 
A and D under the terms of Regulation 4 of The Spreadable Fats (Marketing 
Standards)and the Milk and Milk Products (Protection of Designations) (England) 
Regulations 2008. However, the outcome is awaited of a Defra consultation in July 
2013 to do away with this non-EU based requirement. 








